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„ MAtUNG DATE of this communication appears on the cover sheet with the comspondence address - 

Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of tims may be available under the proviaions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 

- Failure to reply with^i the^ or extended period for reply «ai, by statute, cause the applioahon to become /^NDONED (35 U.S a § 1 33). 
Any reply received by the Offwe later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent tenn adgustinent. See 37 CFR 1.704(b). 



I) IE1 Responsive to communication(s) filed on 2Of?aM2006. 
2a)n This action is FINAL. 2bM This action is non-final. 

3)n Since this application is in condition ibr allowance except for formal matters, prosecution as to the nnerits Is 
closetd in accordance with the practice under Ex parte Quayle, 1 935 C. D. 1 1 , 453 O.G. 21 3. 

Disposition of Claims 

4}^ Claim(s) 1:20 is/are pending in the application, 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) |E Claim(s) 1-20 is/are rejected. 
?}□ Clalm(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

1 0)n The drawing(s) filed on . is/are: a)^ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a), 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 

II) n The oath or declaration is objected to by the Examiner. Note the attached, Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)nA!l b)n Some * c)D None of: 

1. n Certified copies of tiie priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

a.n Copies of the certified copies of the priority documents have been received in this Mational Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Oflice action for a list of the certified copies not received. 
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DETAILED ACTION 

Election/Restrictions 

Applicant's election of Group !, drawn to methods of adminlstering polypeptide 
fragments of SEQ ID NO: 2 or SEQ ID NO: 5 in the reply filed on 29 March 2006 is 
acknowledged. Because applicant did not distinctly and specifically point out the 
supposed en-ors in the restriction requirement, the election has been treated as an 
election without traverse (MPEP § 81 8.03(a)). Claims 21-22 withdrawn from further 
consideration pursuant to 37 CFR 1.142(b) as being drawn to a nonelected invention, 
there being no allowable generic or linking claim. Election was made without traverse ^ 
in the reply filed on 29 March 2006. 

Claims 1-20 are pending and under examination. 

Ciaim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shaii conclude witli one or more claims particularly pointing out and distinctly 
claiming tine subject matter which the applicant regards as his invention. 

Claims 1-9 are rejected under 35 U.S.C. 112, second paragraph, as being 

indefinite for failing to particularly point out and distinctly claim the subject matter which 

applicant regards as the invention. The claims recite a method of stimulating 

gastrointestinal contractility (1-3), or gastric emptying (4-6) or intestinal transit (7-9), but 

the method steps do not complete the goal of the preamble. 
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Claim Rejections - 35 USC § 102 
The following Is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(6) the invention was descrilred In (1 ) an application for patent, published under section 1 22(b) , by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 

Claims 18-20 are rejected under 35 U.S.C. 102(e) as being anticipated by Tang 
et al. (PG PUB No: 20020187523). Tang et al. disclose a method of treatment of 
gastroparesis {see [0174]) via oral administration of the polypeptide with the same 
sequence as SEQ ID NO: 5 of the instant application (see [0204]; sequence listing). 
The filing date of Tang et al. is 26 September 2001 , but Tang et al. have prior support 
for their disclosure in a provisional application, No: 60134949, filed 15 July 1999, . 
wherein they disclose the sequence of SEQ ID NO: 5 of the instant application (p. 1, 
SEQ ID NO: 1 of the sequence listing) and treatment of gastroparesis (among other 
gastrointestinal disorders— see p. 26) via oral administration (see p. 32). 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially- created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the. conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
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F.3d 1428, 46 USPQ2cl 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 
USPQ2d 2010 {Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 ;321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shovi/n to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 



Claims 1-20 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1, 3-10, 12-18, 
20-22, 24-33, 44-45 of copending Application No. 10/680,800. Although the conflicting 
claims are not identical, they are not patentably distinct from each other. The claims of 
the instant application are drawn to a methods of stimulating gastrointestinal 
contractility, stimulating gastric emptying, stimulating intestinal transit or treating 
gastroparesis in a mammal comprising administering to the mammal a polypeptide, 
wherein the polypeptide comprises the amino acid sequence of amino acid residues 28 
to 108 of SEQ ID N0:2 (1,4, 7) or amino acid residues 20 to 105 of SEQ ID N0:5 (18), 
wherein administrafion occurs, in one or more administrations (2, 5, 8) or continually for 
a period of time (3, 6, 9), wherein the gastroparesis is related to surgery (11), wherein 
the polypeptide is administered to the mammal before or after the surgery (12), before ' 
or after the mammal is fed a post-surgery meal (13), wherein the treatment is 
characterized by an increase in contractility in the ileus (14), wherein the gastroparesis 
is post-operative ileus, or paralytic ileus (15), or wherein the gastroparesis is not related 
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to surgery or wherein the gastroparesis is related to diabetes, intestinal pseudo- 
obstruction, chronic constipation, dyspepsia, gastroesophageal reflux, or paralytic 
gastroparesis (16-17) via oral administration (19-20). The claims of copending 
Application No. 10/680,800 are drawn to methods of modulating or stimulating 
gastrointestinal contractility, modulating gastric emptying, modulating intestinal transit or 
treating gastroparesis (1, 9, 10, 18, 26) in a mammal comprising administering to the 
mamma! a polypeptide, wherein the polypeptide comprises the amino acid sequence of 
amino acid residues 28 to 108 of SEQ ID NO: 2 (1, 9, 10, .18, 26) or amino acid residues 
20 to 105 of SEQ ID NO: 5 (9), wherein administration occurs in one or more 
administrations (3, 12) or continually for a period of time (8, 17, 25), wherein the 
gastroparesis is related to surgery (27), wherein the polypeptide is administered to the 
mammal before or after the surgery (28), before or after the mammal is fed a post- 
surgery meal (29), wherein the treatment is characterized by an increase in contractility 
in the ileus (30), wherein the gastroparesis is post-operative ileus, or paralytic ileus (31), 
or wherein the gastroparesis is not related to surgery or wherein the gastroparesis is 
related to diabetes, intestinal pseudo-obstruction, chronic constipation, dyspepsia, 
gastroesophageal reflux, or paralytic gastroparesis (32-33) via oral administration (44, 
45). Although some of the claim language in the '800 application are drawn to 
"modulatfng" rather than "stimulating", the method steps and polypeptides recited are 
exactly the same, thus the scope of the applications are the same. 

This Is a provisional obviousness-type double patenting rejection because the ■ 
conflicting claims have not In fact been patented. 
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Conclusion 

No claims are allowed. 

The prior art made of record and not relied upon Is considered pertinent to 
applicant's disclosure. LI et al. (Mol Pharmacol. 2001; 59: 692-698) identify the 
polypeptides disclosed in the Instant application (also known as prokineticins) and on p. 
692, right column, 2"'^ paragraph, they state, "te]vidence that prokineticins may interact 
with a G protein-coupled receptor family is also presented. The discovery of 
endogenous regulators of gastrointestinal motility should facilitate the development of 
novel therapeutics for disorders that involve impaired gastrointestinal motility," thus 
suggesting that the polypeptides could be potentially useful as therapeutics. Although 
Bassil et ai. (Euro J Pharmacol. 2005; 524: 138-144) state that prokineticins were not 
capable of exerting prokinetic activity in their in vitro model, they also state that that .thjs 
may be due to the locus of action of the prokineticins may be outside the gut (see p. 
143, left column, last 3 paragraphs), thus they do not rule out the possibility that 
prokineticins may be useful as therapeutics. The teaching in the art leans towards the 
potential usefulness of these prokineticins as therapeutics to stimulate intestinal motility, 
and for that reason, the examiner has found no enablement issues in the instant 
application. 
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Any inquiry concerning this communication or earlier communications from the 



examiner should be directed to Christina Borgeest whose telephone number is 571-272- 
4482. The examiner can normally be reached on 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet Andres can be reached on 571-272-0867. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Infonnation regarding the status of an application may be obtained from the 
Patent Application information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more infonnation about the PAIR system, see http://palr-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-91 97 (toll-free). 



Christina Borgeest, Ph.D. 
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